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_ oi ™ T AND TRADEMARK OFFICE 
IN THE UNITED STATES PATENT AND 

( Art Uniti 1615 
in re Application of: KULK0 SKY 

( Examines. *" ■ 

Katsuya MATSUDA et al 

, confirmation No. 4190 

i„ No • 09/807,190 * 
Appln . NO . • 

( Washington D.C- 

Filad: April 10, 2000 

For . POLYMER COMBINING WITH ( Marc^ 2003 
PHOSPHORIC ACID AND 
PREPARATION CONTAINING 
THE SAME 

for Patents and Trademarks, 
Honorable Commissioner for 

Washington, D.C. 20231 

Sir *" * etat e that I am one of 

! K at S « a matsUDA , declare an* .ft. 

tne appli=">t= of the a D 

same University. rtma ai 
x dec^e further that X have heen e^ed * 

^ — — . « — - ~ — ; as a 

* f ha t I have tieen engaged, as a 
application, since 1981 and that I have 

ha dosaqe formulations, 
i. reS earch into solid dosage 
researcher, in resect 
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t .h^rat.orv of the Assignee. 
Production -CnoW ^oratory 

X declare further that I have -ad- all 

trifled application, and have read 
Actions in the above- i dent ifxed appJ- 

* ft f the references Cited in the 
and am familiar with each of the re 

Official Action by the Examiner. 

the following test was 
I declare further that the foxx 

knowledge. 

l rol^on »e»~n tb. ° f 

the true specific gravity of 
phosphate-binding polymers and the 

the polymers. 

, 000 , ai » g to t*. -*»- — * - ^ 

n-> o-f the specification of the 
9 n on page 12 or tne 
or "Preparation z « n f & » 

pMS ent appiie^on. ph o, ph a t e- b in a in g P»^» — 
prepa « a ,y cros.Xin.in, P oiy a ii y i^ne — 
^oron^in in . — . — - «- 
5 0:SO w/w, (Predion i> or in v, B »r (Predion ». 

». conations for oon a u=tin 9 «- *« 

, = " "a" and "i" 

pre paration of phosphate-binding polymers . 

are summarized in T.ble I below- 
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Table I 




Acetonitrile, 



Epichlorotoydrxr^ 



0.093 



par tlcXe S W ate r -=ontaining P>osp b ate- b inaing po^er, 

^ tha «. S P^ fl0 - « - — — 

.aratus for »a.«lng true specific gravity 
using an apparatus xw- 

„ , list) Shimazu Seisakusho KK. Japan) by 
(Acupiek Modal 1330, snuu^u 

m «n S o* Heiium ga. substitution method. 

^ „suxte are Sb own in « allowing *a B *e XI. 

Table II 



Solvent Used 



True Specific 
Gravitv(g/ml_)_ 



Remarks 



* The data shown in 
Table 1 on page 13 of 
the present appli- 
cation. (Samples pre- 
pared by the method of 
Holmes) 




**The data shown in 
Table 1 on page 13 of 
the present applicatxon 
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«. an i 25. On the other hand, a 
specific gravity of more than 1.25. 

by the method of "Preparation l- *ad a 
polymer prepared °y 

. . nr , vi tv of 1-20 to 1.22. 
true specific gravity 

obtai „.a «- ^ —parat^ or 

"Preparation 2". 

(a) a poller is pressed under a static p~~~ of 

■ * n tablet, of 10 «m<t> each sighing 300 mg as 
1750 kg in* 0 tablets v 

^ — i - - — aMii ° ation - 1,18 tabie ; s 

KP ana S .. KP. I^aen^. . *™ «* 

^a a. coo * *« p«p«- 9 trti-t. « a -st t- 

umit to a tableting machine. If the 
acceptable upper limit to a 

MohlM « eon— y us 6 a « a — — — — 

tableting machine. 

„ the ««« haad. tb. P°^~* <* th ° *~ »* 

X 211 ana « 3 pec ti vely previa* h»*m a 
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Ple ase refer to Table 1 « Pa 3 e 13 - the specification of 
the present application- 

(b) ^cording to the «* — 3 ' 

containing tb. pol^r -re P»— * tabletln9 

machine at a compression pressure of aCOO *g or ,00 K g . 
The poller bad a true — - gravit y of l.» ana a water 
content of « prepared -a a welgbt of ... 

.g/tablet. a diameter of ,.6 and contain** -0 - <* 

the polymer per tablet on e dry basis. 

The thus prepared tablet, were eubjecte* to a test for 

„, e asurlng a — - *~ " *" 

.i» ruSP) 24, The National Formulary (NF) 
States pharmacopeia (Ufafj 

Friability. The test were conducted at 
19, No- 12 16 -Tablet FrxaDiiny. 

25 rpm for 30 minutes. 

Tbe test result, are shown In the following Table I«. 

The results ere an average of 20 tablets. 

Table HI 



Lot 



F-l 



F-1B 



Compression 
pressure (fcg j_ 
2-000 

900 _. 



Hardness (KP) 



_16.7 
5.0 



weight Loss 



0.85 



4.23 



As is clear from the test results in Table III. the 
tablet having a hardness of . KP showed a weight loss of 
4. 2 3% which is not deemed to be desirable for coating 
process . «hile the tablet having a hardness of 16.7 KP 
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^ tbs unseated tahlets shown in »«. "X were 
3ubj ected to -tin,. • having a —ess of B 

indicated a -marble 10 " ° D " 5 SUrfa ° 6 " " e 

ginning stage of the coating step -erehy producing • 
significantly rough surface of the coated tehlet. On the 
oth er *and. t h e tablet having a hardness ox 16.7 KP 
produced the coated tablet having a smooth surface. 

! declare further tnat all statements made herein of 

are true and that all statements made on 
my own knowledge are 

Inflation and heller are helped to he true: and further 
«.* tfcese statements were made witn t*e knowledge that 
, lllf „l false statements and the like so made are 
punishahle hy rine or ^risonment. or Oct*, under Section 

wl llrul false statements may jeopardise the validity of the 
application or any patent issuing thereon. 

Dated this *rth day of March. 2003 



Katsuya Matsuda 
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